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INTRODUCTION

The Waste Isolation Pilot Plant (WIPP) is a deep geologic repository proposed for the disposal of
transuranic radioactive waste. The facility, operated by the Department of Energy (DOE), is
subject to compliance with 40 CFR part 191, Environmental Standards for the Management and
Disposal of Spent Nuclear Fuel, High-Level and Transuranic Radioactive Wastes (hereafter
"radioactive waste disposal regulations” or "disposal regulations") promulgated by the U.S.
Environmental Protection Agency (EPA). 1n 1992 Congress enacted the Waste I solation Pilot
Plant Land Withdrawal Act (WIPP LWA), which called for EPA toissue find radioactive waste
disposal regulations, to issue criteria for determining whether the WIPP complies with the
radioactive waste disposal regulations and for certifying whether the WIPP facility in fact
complies with the disposal regulations. See generally WIPP LWA 8§ 8, Pub. L. No. 102-579.

The radioactive waste disposal regulations establish general standards that apply to the disposal
of spent nuclear fuel, high-level or transuranic radioactive wastes. The regulations require
affected disposal systems to analyze their performance over 10,000 years and to predict releases
of waste relative to specific containment requirements, to assess potential radiation doses
received by individuds and through ground water, and to address assurance requirements
intended to provide the confidence needed for long-term compliance with the containment
requirements. Under section 8(d)(1) of the WIPP LWA, DOE must submit to EPA, and the
Agency must approve, an application for certification of compliance before transuranic
radioactive waste may be emplaced for disposal in the WIPP. If EPA certifies compliance, every
five yearsfollowing initial receipt of transuranic waste, section 8(f) of the WIPP LWA requires
DOE to submit documentation for EPA to determine whether the WIPP facility continues to be
in compliance with the disposa regulations. The compliance criteria, finalized inthis
rulemaking, to be codified at 40 CFR part 194, explain the basis on which the Agency will
evaluate whether the DOE’s WIPP facility complies and, if so, continues to comply with the
disposal regulations of 40 CFR part 191. The WIPP LWA call for specific criteria, implementing
the generd digposa regulations at the WIPP facility.

Radioactive Waste Disposal Regulations: 40 CFR part 191

The EPA has the responsibility of promulgating the Federal environmental standards for spent
nuclear fuel, high-level, and transuranic radioactive wastes. Standards for disposal were first
promulgated in 1985 and judicial review was sought. The U.S. Court of Appealsfor the Firs
Circuit remanded 40 CFR part 191, subpart B to the Agency for further consideration. See
NRDC v. EPA, 824 F.2d 1258 (1st Cir. 1987). The court found that the rationale for the
individua protection requirements was insufficient and that the public was given inadequate
notice of the groundwater protection requirements. However, the remand encompassed all
aspects of Subpart B. Section 8 of the WIPP LWA reinstated the 1985 disposd standards,
Subpart B, except those portions that were the subject of the judicial remand. Section 8 of the
WIPP LWA also required the Agency to issue final disposal standards, to address the issues that
were the subject of the remand. The Agency published the proposed amendmentsto 40 CFR



part 191 in the Federal Register on February 10, 1993 (58 FR 7924). The EPA held public
hearingsin New Mexico. See 58 FR 8028 (Feb. 11, 1993). The EPA extended the public
comment period, in response to commenters at the public hearings. See 58 Fed. Reg. 15,320
(March 22, 1993). Final amendments were published in the Federal Register on December 20,
1993 (58 FR 66397).

WIPP Compliance Criteria: 40 CFR part 194

As noted, the WIPP LWA requires EPA to promulgate “Compliance Criterid’ to implement the
disposal regulations specifically for WIPP. See WIPP LWA 8§ 8(c). Since the enactment of the
WIPP LWA, EPA has been deve oping the criteria that will implement the 40 CFR part 191
disposal standards at the WIPP. The EPA has endeavored to provide substantial opportunity for
public participation in the devel opment of the compliance criteria. Some of the public outreach
effortsare summarized below. Inaddition, EPA maintains atoll-free WIPP "hotline’ to facilitate
communications with the public.

The Agency published an Advance Notice of Proposed Rulemaking (ANPR) in the Federal
Register on February 11, 1993 (58 FR 8029). The ANPR requested comment on seven specific
issues, and the responses received were considered in EPA’ s deliberations on the proposed
criteria. 1n January 1994, a preliminary draft of proposed criteriawas sent to interested parties
for comment. Among the parties who submitted comments were DOE, New Mexico
Environmental Evaluation Group (EEG), the Nuclear Regulatory Commission (NRC), several
offices of the State of New Mexico including the Attorney General's office, and citizens groups
based in New Mexico. The comments informed the proposed compliance criteria.

The proposed WIPP compliance criteriawere published in the Federal Register on January 30,
1995 (60 FR 5766). The EPA held a public meeting in February 1995 to discuss aspects of the
proposed rule. The EPA held a public comment period of 90 days. In addition, public hearings
were held in Carlsbad, Albugquerque, and Santa Fe, New Mexico in March 1995. See 60 FR
11060 (March 1, 1995) (notice of public hearings). In response to a written request that EPA
extend the initial comment period by at least 30 days, the comment period was re-opened for an
additional 45 days beginning in August 1995. See 60 FR 39131 (Aug. 1, 1995). On September
6-7, 1995, EPA held a public advisory committee meeting of the WIPP Review Committee
National Advisory Council for Environmental Policy and Technology (NACEPT) in
Albuquerque, New Mexico. See 60 FR 43470 (Aug. 21, 1995) (notice of meeting). The EPA
elicited NACEPT's advice on the proposed criteriafor passive institutional controls, release
limits and peer review. Members of the public were invited to submit written statementsto
NACEPT and EPA provided opportunity for oral public comment to the Committee during the
meeting.

The EPA was sued in two separate lawsuits for its failure to meet the WIPP LWA October 30,
1994 statutory deadline for the final compliance criteria. See New Mexico v. EPA, No. 95-1273
(D.C. Cir. filed May 26, 1995) & Southwest Research and Information Center v. EPA, No. 95-
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1285 (D.C. Cir. filed June 1, 1995). These two petitions asserted that EPA had unreasonably
delayed issuance of the final compliance criteria and requested the D.C. Circuit to issue an order
requiring EPA to promulgate the final criteria by December 31, 1995.

The petitions, and subsequent requests for rehearing, were rejected by two separate panels of the
D.C. Circuit. See New Mexico, No. 95-1273 (D.C. Cir. July 19, 1995) (Judges Silberman,
Sentelle and Tatel) & Southwest Research and Information Center v. EPA, No. 95-1285 (D.C.
Cir. Aug. 14, 1995) (Judges Wald, Ginsburg and Randolph). The court's orders reasoned that
while EPA had not issued the final compliance criteria by the statutory deadline, the agency's
delay was not so egregious to warrant awrit of mandamus, particularly in view of EPA's plansto
reopen the public comment period (see 60 Fed. Reg. 39,131, Aug. 1, 1995) and issue final
compliance criteria by February 1996. In light of the court orders, EPA has undertaken
additiond steps to expedite the rulemaking and ensure that it issues the fina compliance criteria
by February 1996.

Approximately 125 sets of written comments were submitted to EPA’s Air Docket regarding the
proposed WIPP compliance criteria. In addition, the Agency received oral testimony on the
proposed rule from over two hundred speakers during public hearings. Comments received on
the proposal were categorized according to the following topics, which correspond generally to
sections of the proposed rule:

Generd comments and issues Performance assessments

Certification conditions and applications Human intrusion

Inspections Active institutiona controls

Quality assurance Monitoring

Models and computer codes Passive institutiond controls

Waste characterization Engineered barriers

Future state assumptions Consideration of presence of resources
Expert judgment Removal of waste

Peer review Individual and ground water protection
Application of rdease limits Public participation

While a section of this document is assigned to each topic, the document should be read
comprehensively. Some comments presented overlapping issues -- for example, comments
regarding mining could be relevant to the discussion of Performance Assessments or Human
Intrusion, or some other section. Further, some comments contain severd points and some
comments repeat points that are addressed elsewhere within a particular section or in awholly
different section. While in some instances EPA has cross-referenced related responses, it has not
done so in every instance. Thus, the responses to comments set out in this document should not
bereadinisolation. Rather, the entire document should be considered asawhole, for it
collectively reflects EPA's consideration of significant comments.
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This document addresses comments received on the proposed regulations by summarizing the
concerns expressed by commenters and presenting the Agency’ s response to the comments. Al
comments received during theinitial comment period, during the re-opened comment period, and
during the time between the two comment periods have been fully considered. The Agency has
addressed all significant comments, both written and oral. Responding to comments was
difficult in many cases because comments did not articul ate specific concerns, did not suggest
concrete aternatives, or did not substantiate the position advocated.

In addition to the comments received during or between the two public comment periods, EPA
received written comments after the close of the re-opened public comment period. These
comments have been placed in the late comments section of the rulemaking docket (Air Docket
Number A-92-56, Category 1V-G) and are similarly denoted herein. The EPA has endeavored to
give the late comments full consideration, although not required to do so.

Some comments misunderstand EPA's charge in the WIPP compliance criteriarulemaking. As
noted, section 8(a) of the WIPP LWA expressly reinstated the provisions of the general
radioactive waste regul ations adopted in 1985 except the specific aspects that were the subject of
theremand in NRDC v. EPA, 824 F.2d 1258 (1st Cir. 1987). See 58 FR at 66399. Section 8(b)
of the WIPP LWA called for EPA to issue, through rulemaking, provisions of the disposal

regul ations to address those specific aspects that were remanded. The rules wereissued on
December 20, 1993. See 58 FR 66398. Section 8(c) of the WIPP LWA callsfor EPA, through a
subsequent rulemaking proceeding, to issue criteria for determining the WIPP facility's
compliance with the final disposal regulations and prescribed that this rulemaking occur by
specific deadlines. Thisisthe subject matter of the current rulemaking. Section 8(d) of the
WIPP LWA calsfor EPA, through rulemaking, to certify whether the WIPP facility in fact
complies with the disposal regulations, on the basis of the specific compliance criteriaissued for
the WIPP.

Some public comments on the WIPP compliance criteria requested changes to the underlying
disposal regulations themselves. Some comments address the technical underpinnings upon
which the disposal regulations are premised. For example, one comment questioned the
probabilistic basis for the containment requirements contained in 40 CFR part 191, and another
comment questioned the dose-response calculus used in developing the individual protection
requirements. Thedisposal regulations were adopted in 1985 after extensve technical analysis
and notice-and-comment rulemaking. Those aspects of the disposal regulations that were not the
specific subject of the judicial remand in NRDC v. EPA were reinstated by Congress. The EPA,
in turn, conducted a specific rulemaking to address those provisions that were the subject of the
remand. The EPA declines at this juncture to re-open the disposal regulations, and none of the
comments provide acompelling basis for EPA to question this judgment. The EPA instead is
limiting this rulemaking, pursuant to section 8(c) of the WIPP LWA, to issuing criteriato
implement the disposal regulations at the WIPP facility.
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Many comments reflect a different conception or perhaps in some instances a misconception
about EPA's respongbility in this rulemaking proceeding. Asnoted, in this rulemaking EPA is
implementing general radioactive waste disposal regulations at the WIPP. The disposal

regul ations confer broad discretion on the implementing agency because of the "cutting edge"
and "one-of-a-kind" judgments that must be made in regul ating radioactive waste disposal
activities. Thisisthefirst time criteria have been written to implement 40 CFR part 191 at a
particular site.

The EPA received many comments recommending that EPA prescribe more detailed
requirements in the compliance criteria. For example, EPA received comments suggesting that
the compliance criteria dictate specific engineered barriers for the WIPP. At the sametime,
DOE, its contractors and its scientific labs were highly critical that EPA's compliance criteria
contain too much specificity and unduly constrain DOE.

The EPA has acted well within its discretion in issuing the final compliance criteriafor the
WIPP. In thisrulemaking, EPA hasingsted on rigorous analysis and detailed information to
ensure that EPA and the public can thoroughly evaluate whether the WIPP complies with the
disposal regulations and to ensure that the underlying dataand technical support used by DOE is
of sound, reliable quality. At the same time, the compliance criteria attempt to avoid prescribing
specific design choices or technicd decisions so that EPA does not have the unintended effect of
making the facility less safe and to allow the scientists and technical experts administering the
WIPP the ability to make reasoned judgments. Inaddition, EPA believes strongly that it is
DOEFE’ sresponsibility to design thefacility, and EPA’ s responsibility to evaluate the adequacy of
that design. The compliance criteria rulemaking will be followed by DOE submittal of a
compliance application and an EPA certification rulemaking to determine whether the WIPP
facility complies with the disposal regulations. The certification rulemaking provides the forum
for EPA to strictly scrutinize the WIPP facility in light of the final compliance criteria.

The EPA dso receved public comments raising issues outside the purview of EPA's authority in
this rulemaking. For example, EPA received comments recommending that EPA modify the
criteriato address concerns about transportation. The radioactive waste regul aions being
implemented in this rulemaking address disposal requirements and deliberately do not address
transportation of radioactive waste. The WIPP LWA establishes separate requirements regarding
transportation, and other issues, that directly apply to DOE.

The EPA a so received comments directed at a draft guidance document, called the Compliance
Application Guidance (CAG). The CAG does not establish compliance criteria but is intended to
summarize and interpret the criteriaissued in the fina rule to provide guidance for the e ements
of acomplete compliance application. The CAG is still being developed and is expected to be
issued some time after the final rule. This document does not address comments on the CAG
that are unrelated to the compliance criteria.



Some commenters requested that comments submitted on previous parts of this rulemaking be
considered (for example, comments on the ANPR). The Agency has done so to the extent
possible, but has omitted from this document comments which were not relevant to the proposed
version of therule. In the interest of clarity and economy, some comments are paraphrased and
some closely related comments are combined.

A staff-level review of the proposed rule was conducted by the Nuclear Regulatory Commission.
While EPA has addressed these comments, they do not represent the views of the
Commissioners, and EPA was informed that the Commissioners have declined to comment on
the compliance criteria

Each set of comments submitted to EPA isidentified by anumeric/alphabetic codeindicating its
source. A list of thecommenters and their identification isgivenin Appendix A. Copies of dl
comments submitted to EPA regarding the proposed rule can be found in Air Docket Number
A-92-56 (Categories IV-D, IV-F, and IV-G). For more information on docket locations, refer to
the Federal Register notice for the proposed or final rule. A list of acronyms and the terms they
represent are in Appendix B.



Section 1: GENERAL COMMENTSAND ISSUES

Issue A: The EPA should assume a grong, independent regulatory posture and not be
overly influenced by the Office of Management and Budget (OMB) and the Department of
Energy (DOE). (SGNM-B, NMAG-A, NMAG-B, NMAG-F, SRIC-A, CCNS-A,A-01, A-07,
A-17, A-23, A-25, A-26, A-27, A-29, A-30, A-32, A-33, A-36, A-39, A-40, A-41, A-42, A-43,
A-44, A-46, A-47, A-48, A-51, A-53, A-54, A-55, A-60, A-65, A-66, A-67, S-09, S-12, S-25,
S-27, 528, S-36, S-40, S-41, S-51, S-52, S-55, S-56, S-57, S-58, S-64, S-65, 1 V-D-05, IV-D-08,
IV-D-09, IV-D-12, IV-D-26, IV-D-27 [same as IV-D-86], IV-D-28, IV-D-29, IV-D-89, |V-D-91,
IV-D-92, IV-D-96).

1. Itisrequested that the Agency publishitsfinal regulation without OMB review. The
inclusion of OMB review would be contrary to the intent of Pub. L. 102-579 and the gpplicable
Executive Order, No. 12866. (NMAG-D)

2. EPA should not submit the final rule to review by the Office of Management and Budget
(OMB). OMB review provides an additional, inappropriate opportunity for DOE to comment on
the criteria. OMB review is prohibited by Executive Order 12866 since there is a statutory
deadline for this rule, which makesit not practicable to schedule OMB review. (SRIC-G)

3. Any rulemaking regarding certification of the WIPP should be exempt from review by the
Office of Management and Budget, or any other Federal agency. (SRIC-G)

Response to Issue 1.A:

President Clinton issued Executive Order (E.O.) 12,866 on September 30, 1993. Executive
Order 12,866 provides for centralized review of regulations by the Office of Management and
Budget's Office of Information and Regulatory Affars (OMB/OIRA) to coordinate agency
rulemaking within the executive branch of the United States government. See E.O. 12,866, § 6.

Section 6(b)(2)(B) of E.O. 12,866 generally provides for a 90 day review period by OMB.
However, section 6(a)(3)(D) of E.O. 12,866 recognizes situations when an agency may be
obligated by law to act more quickly than the 90 day review period allows:

In emergency situations or when an agency is obligated by law to act more quickly
than normal review procedures allow, the agency shall notify [OMB] as soon as possible
and, to the extent practicable, comply with subsections (a)(3)(B) and (C) of [section 6].
For those regulatory actions that are governed by a statutory or court-imposed deadline,
the agency shall, to the extent practicable, schedule rulemaking proceedings so asto
permit sufficient time for [OMB] to conduct its review.

The EPA was sued in two separate lawsuits for its failure to meet the WIPP LWA statutory
deadline for the final compliance criteria. See New Mexico v. EPA, No. 95-1273 (D.C. Cir. filed
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May 26, 1995) & Southwest Research and Information Center v. EPA, No. 95-1285 (D.C. Cir.
filed June 1, 1995). These two petitions asserted that EPA had unreasonably delayed issuance of
the find compliance criteria and requested the D.C. Circuit to issue an order requiring EPA to
promulgate the final criteria by December 31, 1995 and prohibiting OMB review under E.O.
12,866.

The petitions, and subsequent requests for rehearing, were rejected by two separate panels of the
D.C. Circuit. See New Mexico, No. 95-1273 (D.C. Cir. July 19, 1995) (Judges Silberman,
Sentelle and Tatel) & Southwest Research and Information Center v. EPA, No. 95-1285 (D.C.
Cir. Aug. 14, 1995) (Judges Wald, Ginsburg and Randolph). The court's orders reasoned that
while EPA had not issued the final compliance criteria by the statutory deadline, the agency's
delay was not so egregious to warrant awrit of mandamus, particularly in view of EPA's plansto
reopen the public comment period (see 60 Fed. Reg. 39,131, Aug. 1, 1995) and issue final
compliance criteria by February 1996. While the court orders did not impose a deadline upon
EPA or bar OMB review, OMB review was curtailed to facilitate EPA's ability to issue the final
compliance criteria by February 1996.

The EPA considered the views of OMB and DOE during the inter-agency review provided under
E.O. 12,866. However, the Administraor of EPA, exercisng her independent judgment,
determined the contents of the final compliance criteria, considering all public comments.
Congress under the WIPP LWA ddegated to the Administrator of EPA exclusive authority to
issue the criteria. Further, EPA'sfinal action isfully consistent with the rulemaking procedures
at 5 U.S.C. §553 and related principles of administrative law. Among other things, all aspects of
the find compliance criteriaare alogical outgrowth of the proposed criteria. Consistent with
E.O. 12,866 EPA has placed in the WIPP compliance criteria rulemaking docket: the draft
regulatory text provided at the outset of the OMB review process, information identifying the
substantive revisions between the draft submitted and the Administrator's final action, and
information identifying those revisions that were made during the OMB review process. The
EPA has aso placed summaries of inter-agency meetings in the rulemaking docket.

The EPA will not determine whether the WIPP facility complies with the final disposal
regulations until DOE submits a complete and final application and EPA conducts a thorough
review of that application in a public rulemaking conducted pursuant to 5 U.S.C. 8§ 553. DOE
plans to submit its final compliance application to EPA in the Fall of 1996. No decision has been
made about the conduct of the interagency review process for this rulemaking. In dl
circumstances, the Administrator of EPA will exercise her expertise and independent judgment
in determining whether the WIPP facility complies with the radioactive waste disposal
regulaions. Further, EPA is committed to a decision-making process that fully comportswith
the law and affords ample opportunity for public scrutiny.



Issue B: Compliance procedures must protect “whistleblowers.” (CARD-B, A-60, S-17,
S-40, IV-D-92)

Responseto Issue 1.B:

The EPA isfulfilling a specific regulatory responsibility in issuing the compliance criteriafor the
WIPP. Section 8(c) of the WIPP LWA directs the Administrator of EPA to issue "criteriafor the
Administrator's certification of compliance with the final disposal regulations.” Thefinal
disposal regulations at 40 CFR part 191, subparts B and C, establish specific standards that
radioactive waste disposd systems must meet. The disposal regulations for which EPA is
required to establish criteria do not include whistleblower provisions or other provisions related
to employer-employee management for the operators of waste disposal facilities.

Further, DOE employees are given whistleblower protection under other provisions of federal
law. The Whistleblower Protection Act (WPA) (seg, e.q., Pub. L. Nos. 101-12 & 103-424)
provides protection for Federal employees, former Federal employees, and applicants for Federd
employment against job |oss and recriminations because of whistleblowing activities. Under the
WPA, it isaprohibited personnel practice for an agency to subject an employee to a personnel
action if the action is threatened, proposed, taken, or not taken because of the employees
whistleblowing activities. The WPA defines whistleblowing activities as any disclosure of
information, including any disclosure to the Office of Special Counsel or the Office of Inspector
General, that the employee reasonably believesis evidence of aviolation of any law, rule, or
regulation, or gross mismanagement, a gross waste of funds, an abuse of authority, or a
substantial and specific danger to public health or safety. See5 U.S.C. § 2302. The WPA
appliesto all Federal employees, including employees of DOE. Thus, protection for
whistleblowers is directly provided under the WPA.

The final rule provides EPA authority to conduct inspections and audits to confirm reported
conditions, activities, or information in compliance applications.

Issue C: Transportation problems associated with the WI PP have not been adequately
addressed. (C-11, A-04, A-05, A-17, A-19, A-22, A-24, A-28, A-35, A-37, A-39, A-50, A-51,
A-54, S-14, S-15, S-31, S-32, S-36, S-38, S40, S41, S-46, S-56, S-59, 1V-D-96, IV-D-97).

Responseto Issue 1.C:

Asnoted in response to Issue 1.B, in this rulemaking EPA is establishing criteria for determining
compliance with EPA's radioactive waste disposal regulations at 40 CFR part 191, subparts B
and C, in accordance with section 8(c) of the WIPP LWA. Section 16 of the WIPP LWA
contains specific provisions related to transportation of radioactive waste to the WIPP.

Section 16 of the WIPP LWA contains transportation requirements that directly apply to DOE.
By contrast, transportation of waste to disposal systemsis beyond the scope of EPA's disposal
regul ations being implemented at the WIPP in this rulemaking.
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Issue D: The entire concept of WIPP isflawed. |t should either be abandoned or delayed
indefinitely until uncertainties can beresolved. Other solutionsare possible, especially
those that may become viablein the future. The Agency should obtain more information
befor e finalizing the compliance criteria. (CARD-A, EEG-B, NMAG-B, SRIC-A, SRIC-F, A-
04, A-05, A-06, A-09, A-17, A-18, A-19, A-20, A-21, A-22, A-23, A-25, A-26, A-28, A-29, A-
32, A-35, A-36, A-37, A-38, A-39, A-43, A-49, A-51, A-52, A-53, A-54, A-55, A-57, A-58, A-
60, A-63, A-64, A-69, A-70,S-08, S-17, S-21, S-23, S-26, S-28, S-30, S-31, S-33, 534, S35, S
36, S-42, S-43, S-45, S-46, S-48, S50, S-54, S55, S-56, S-58, S-59, S-60, S-61, S63, S-64, S
65, S-66, 1V-D-05, IV-D-07, IV-D-29, IV-D-44, IV-D-45, IV-D-95, IV-D-96, IV-D-97, IV-D-98,
IV-G-5)

Response to Issue 1.D:

Congress authorized DOE to proceed with construction of the WIPP:

The Secretary of Energy shall proceed with the Waste I solation Pilot Plant
construction project authorized to be carried out in the Delaware Basin of southeast New
Mexico (project 77-13-f) in accordance with the authorization for such project as
modified by this section. Notwithstanding any other provision of law, the Waste Isolation
Pilot Plant is authorized as a defense activity of the Department of Energy, administered
by the Assistant Secretary of Energy for Defense Programs, for the express purpose of
providing aresearch and development facility to demonstrate the safe disposal of
radioactive wastes resulting from the defense activities and programs of the United States
exempted from regulation by the Nuclear Regulatory Commission.

See section 213(a) of the Department of Energy National Security and Military Applications of
Nuclear Energy Authorization Act of 1980, Pub. L. No. 96-164.

Congress subsequently withdrew the WIPP site from the public domain and reserved the lands
for DOE's use for the following WIPP activities:

Such lands are reserved for the use of the Secretary [of DOE] for the construction,
experimentation, operation, repair and maintenance, disposal, shutdown, monitoring,
decommissioning, and other authorized activities associated with the purposes of WIPP
as set forth in section 213 of the Department of Energy National Security and Military
Applications of Nuclear Energy Authorization Act of 1980 and [the WIPP LWA].

See section 3 of the WIPP LWA, Pub. L. No. 102-579 (citation omitted).
At the same time that Congress withdrew the WIPP site from the public domain, Congress
delegated to EPA certain regulatory responsibilities at the WIPP. See, e.q., sections 8 and 9 of

the WIPP LWA. Asnoted, EPA's responsibility inthe present rulemaking isto establish criteria
for determining whether the WIPP facility will comply with EPA's general radioactive waste
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disposal regulations. Congress also delegated to EPA the authority to certify, in a subsequent
rulemaking, whether WIPP in fact complies with the disposal regulations. This subsequent
certification rulemaking will be based upon the compliance criteriaissued in this rulemaking and
a compliance certification application to be submitted by DOE. Thus, Congress delegated to
EPA the responsibility to determine whether WIPP will comply with disposal standards intended
to protect the public from radioactive releases for 10,000 years. Congress also mandated that
EPA fulfill these regulatory responsibilities within specific time frames. Section 8(c) of the
WIPP LWA callsfor EPA to issue find compliance criteria[n]ot later than 2 years after the date
of the enactment of this Act." Section 8(d) of the WIPP LWA calls for EPA to certify whether
the WIPP facility in fact complies with the disposal regulations "[w]ithin 1 year of receipt of
[DOE's compliance certification] application.”

Congress did not delegate to EPA the authority to abandon or delay the WIPP because future
technologies might evolve and eliminate the need for the WIPP. Congress did not delegate to
EPA the authority to weigh the competing risks of leaving radioactive wastes stored above-
ground at disperse sites or disposing of wastes in an underground repository. These
considerations are outside the scope of this rulemaking.

The comment that EPA should obtain more information before finalizing the compliance criteria
isvague. The EPA believesit has a sound basis for the compliance criteria established in this
rulemaking. Invariably in complicated policy making there can always be "more information™
obtained to guide decision making. However, Congress did not give EPA open-ended discretion
in deciding how long to take in deve oping the compliance criteria. The EPA has endeavored to
develop criteria based on sound information while also attempting to proceed in a manner
consistent with the statutory deadlines.

Issue E: Theproposed ruleis costly, time-consuming, vague, and provideslittleincreasein
safety. (DOE-D, NMAG-A, NMAG-G, SNL-A, SGNM-A, SGNM-C, C-06, C-10, C-11, C-12,
C-13, C-16, C-17, C-18, C-19, C-20, C-22, C-23, C-25, C-26, C-27, C-29, A-16, A-18, A-20,
A-31, A-34, A-35, A-38, A-44, A-53, S-20, S-47, S-51, S-62, IV-D-35, IV-D-51, IV-D-64 [same
as IV-D-78], IV-D-76, IV-D-111 [same as IV-D-118])

Issue F: The compliance criteria should be strengthened. (CCNS-A, S-13, S-14, S-15, S-21,
S-24, S-36, S-39, S-58, IV-D-97).

Issue G: The strategy of having DOE conduct studiesin key areas and then recommending
an approach for EPA’s approval issound and should be continued. (IV-D-100)

1. The EPA must provide sufficient flexibility in its regulatory program to avoid unnecessary
impacts on the operation of the WIPP facility while issues and problems are being resol ved.
(IvV-D-111)



Response to Issues 1.E through 1.G:

In developing the final compliance criteria EPA has considered comments explaining particul ar
areas where the proposed rule was believed to necessitate more specificity. In thefinal rule, the
Agency has modified several sections from the proposal to clarify requirements for compliance
application analysis and supporting documentation, including, for example, the criteria on waste
characterization and monitoring. These issues are addressed in other sections of this document
and in the preamble accompanying the final rule.

The comments criticizing the proposed rule as providing little increase in safety and needing
strengthening are not specific. The EPA takesits regulatory oversight role at the WIPP very
seriously. While EPA cannot specul ate what safety would be provided at the WIPP in the
absence of the disposal regulations, the application of the digposal regulations protect against
harmful releases of radioactive waste occurring over the next 10,000 years. The EPA has
adopted specific compliance criteria for the WIPP that are fully consistent with EPA's radioactive
waste disposal regulations. The EPA's charge in this rulemaking is to develop compliance
criteria.

In this rulemaking, EPA hasinsisted on rigorous analysis and detailed information to ensure that
EPA and the public can thoroughly evaluate whether the WIPP complies with the disposal
regulations and to ensure that the underlying data and technical support used by DOE is of sound,
religble quaity. At the same time, EPA recognizes that EPA isthe overseeing regulatory agency,
and not the applicant seeking certification. Thus, the compliance criteria attempt to avoid
prescribing specific design choices or technical decisions so that EPA does not have the
unintended effect of making the facility less safe and to allow the scientists and technical experts
administering the WIPP the ability to make reasoned judgments. The Agency believes strongly
that it is DOE’ s responsibility to design the WIPP disposal system, and EPA’ s responsibility to
evauate the adequacy of that design. The compliance criteria rulemaking will be followed by
DOE submittal of a compliance application and an EPA certification rulemaking to determine
whether the WIPP facility complies with the disposal regulations. During the certification
rulemaking, DOE's application must demongrate, explain and justify that the WIPP facility
complies with the disposal regulations. In the certification rulemaking proceeding, the issues
will be particularized and concrete because EPA will be making a compliance judgment based on
actual, detailed information.

IssueH: 40 CFR part 194 contradicts, amends, and exceeds 40 CFR part 191 and does not
support itsimplementation. (DOE-D, WEC-A [same as WEC-B and WEC-C], WEC-D,
EEG-A, EEG-B, NMAG-B, NMAG-F, NMAG-G, SNL-A, SNL-B, SNL-C, SGNM-A, CCNS-B
[same as CCNS-C], C-06, C-11, C-13, C-14, C-15, C-17, C-18, C-22, C-28, C-29, A-11, A-13,
A-31 A-45, A-56, IV-D-06, IV-D-35, IV-D-64)

1. The proposed 40 CFR part 194 has logical inconsistencies. Deviations from the fundamental
rationale and technical bases, or from guidance derived from the fundamental rationale and
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technical bases of 40 CFR part 191 should be eliminated. Any apparent or intended deviations
should be justified, and the Agency should demonstrate quantitatively that the fundamental
rational e, technical bases, and guidance of 40 CFR part 191 have not been abandoned. (SNL-D)

2. Guidance in the proposed standards which are inconsistent with the fundamental basis and
requirements of 40 CFR part 191 should be reconsidered. A new basisis heeded to demonstrate
that the results are consistent with human health and environmental protection goals. (DOE-E)

3. 40 CFR part 194 exceeds the authority granted by the WIPP LWA and violates its provisions.
(DOE-A [same as DOE-B and DOE-C], DOE-D, WEC-A, WEC-D, SNL-C, SRIC-B, SRIC-C,
SGNM-B, C-13, C-14, C-15, C-17, C-23, A-11, A-45, A-56, IV-D-111)

Response to Issue 1.H:

The purpose of the ruleisto establish criteriathat implement the 40 CFR part 191 disposal
regulations at the WIPP. The provisions of the final rule are consistent with the disposal
regulations; for example, 8194.31 of the final rule describes how release limits should be
calculated at the WIPP, and §194.41 describes the requirements for DOE to implement and
document the assurance requirement for active institutional controls. The EPA has exercised
discretion in adopting WIPP-specific criteria from the more general disposd regulationsand in
addressing issues associated with EPA's role as the implementing regulatory agency for the
WIPP. The disposal regulations at 40 CFR part 191 are crafted generally. The EPA has
established requirements in the compliance criteria for the WIPP that are a necessary adjunct of
EPA'srole as theimplementing regulatory agency. For example, the criteriardating to
inspections and audits are entirely consistent with EPA’s mandate to implement 40 CFR part 191
at the WIPP. The EPA has also eected in this rulemaking to bind itself to specific proceduresin
carrying out its compliance certification rulemaking. More specific comments on the relation of
the compliance criteriato the 40 CFR part 191 disposal regulations are addressed in subsequent
sections of this document.

Issuel: Theruleshould recognizethe controlled area as a component of the disposal
system.

1. Theterms“disposal system” and “repostory” should be clarified and made consistent with
Part 191. (DOE-D, SNL-A, SNL-C)

2. The phraseology "away for the disposal system™ and "toward the accessible environment” (40
CFR 194) effectively eliminates the consideration of the controlled area as akey naturd barrier
component of the digposal system. The Supplementary Information should be revised to
specifically recognize the role of controlled areaas a major component of the disposal system
that is expected to become contaminated during the regulatory time frame. (SNL-A, SNL-B,
SNL-C)



Responseto Issue 1.1:

The comment correctly states that the term “ disposal system” denotes the entire system of
engineered and natural barriers. The natural barriers would include those geologic formations
which lie within the controlled area. Thus, in the case of ground water, for example, the
movement of radionuclides into underground sources of drinking waster (USDW) within the
controlled area would not constitute endangerment of ground water. The disposal regulations of
40 CFR part 191 permit thisin recognition of the fact that the natural barriers, which might
contain potable ground water, nonetheless form a part of the system which isolates the
radioactive waste from the accessible environment surrounding the WIPP. See, e.q., NRDC v.
EPA, 824 F.2d 1258 (1st Cir. 1987). The disposal regulations define “accesd ble environment”
to include the all of the lithosphere that is beyond the controlled area. See 40 CFR 191.12. This
definition recognizes that the controlled area may act as a natural barrier and may be considered
part of the disposd system.

The word “repository” does not appear in the regulatory language of the proposed or final

40 CFR part 194. The regulatory language uses the term “ disposal system” when discussing the
specific requirements. Occasionaly, in the supplementary information which appearsin the
Federal Register, the Agency may refer to the WIPP as the “repository.” This usage does not
alter the requirement placed on releases to the accessible environment, or to individuals residing
in or USDW’s located in the accessible environment.

Issue J: Determination proceedings shouldn’t be confused with certification and shouldn’t
beincluded in thisrule. (DOE-D, WEC-D, NMAG-A, SNL-C, SRIC-B, SRIC-C, CCNS-B)

Response to Issue 1.J:

Section 8(c) of the WIPP LWA requires EPA to promulgate criteriafor the Administrator’s
certification whether the WIPP facility will comply with the final disposal regulations (at 40 CFR
part 191, subpartsB and C). Section 8(f) of the WIPP LWA also requires EPA to periodically
"determine whether or not the WIPP facility continues to be in compliance with the fina disposal
regulations' (so-called "determination proceedings'). Section 8(f) of the WIPP LWA cdlsfor
DOE to submit to EPA "documentation of continued compliance with the final disposal
regulations' no later than five years after the initial receipt of transuranic waste for disposal at
WIPP and every five years thereafter until the end of the decommissioning phase.

The find rules contain the criteria and procedures that EPA will use to certify whether the WIPP
facility complies with the disposal regulations and to subsequently determine whether the WIPP
facility continues to be in compliance with the disposal regulations. Because determining
whether the facility continuesto be in complianceis alogical and direct outgrowth of any initial
compliance certification, EPA believesit is sensible and practical to establish the requirements
and procedures that will govern recertification proceedingsin thisrule. Asreflected in the final
rules, EPA may not change the terms or conditions of a compliance certification through a
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recertification proceeding. Any subsequent modification or revocation to the compliance
certification would require reopening the compliance certification issued under section 8(d)(1) of
the WIPP LWA and therefore is subject to the rulemaking proceduresa 5 U.S.C. § 553 and
judicia review. Provisions related to compliance re-certifications have been retained in the final
rule. See also Section 2 of this document.

IssueK: The stateand Federal lawsfor dumping need to be respected. (S-14)

Response to Issue 1.K:

As noted, section 8 of the WIPP LWA requires EPA to establish in thisrulemaking the criteria
that implement EPA's radioactive waste disposal regulations at the WIPP. This rulemaking does
not implement other requirements under Federal and State law.

Section 9 of the WIPP LWA requires DOE to comply with all applicable Federal laws pertaining
to public health and safety or the environment. Section 9 aso provides for periodic, biennial
oversight by EPA or the State, as appropriate, to determine whether DOE is in compliance with
applicable laws, regulations and permit requirements. The DOE also has agreements with the
State related to compliance with state laws.

The Land Disposal Restrictions of the Resource Conservation and Recovery Act (RCRA) are
Federal requirements which apply to disposal of hazardous materials at the WIPP. These
requirements are being addressed in another EPA regulatory proceeding. Determination of
compliance with State laws on disposal of hazardous materials will be made by the State Agency
reviewing DOE’s RCRA permit application.

IssueL: Since WIPP isamajor federal project significantly affecting the environment,
DOE isrequired to complete an environmental impact statement (EIS) prior to making a
decision. Therule should requirethat the application include a Supplemental EIS and
record of decision (ROD) supporting the decisionsimplicit in theapplication, e.q., decisions
asto current and proposed facilities at WI1PP and at wage generating sites, and covering
all generation, treatment, storage and disposal alternatives. (CARD-B, CCNS-B, NMAG-B,
SRIC-C)

1. In 8194.14 a subsection should be added to include the requirement that “ supplemental
environmental impact statement and record of decision reflecting the Department’ s decision to
proceed as shown in the application after consideration of all applicable alternatives.”
(NMAG-D)

2. Theregulatory compliance process already integrates NEPA-required activities such as the
SEIS. No provisions regarding the integration or sequencing of documents related to other
regulatory compliance programs are needed or considered appropriate for the compliance
certification criteria. (DOE-E)
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ResponsetoIssuel.L:

Neither the WIPP LWA nor the EPA radioactive disposal regulations provide that EPA must
include in its compliance criteria arequirement that DOE perform a supplementa EIS or Record
of Decision (ROD). Whether DOE is required to perform a supplemental EIS or ROD
addressing the issues identified by the commenters is governed by the National Environmental
Policy Act and isindependent of EPA's rulemaking. The EPA will refer these comments to DOE
for its consideration. Irrespective of any NEPA requirements, EPA'sfinal compliance criteria
require DOE to fully and thoroughly document the underlying basis for its compliance
certification application.

Issue M: Theruleshould distinguish between remote-handled tr ansur anic waste and
contact-handled transuranic waste. (CCNS-B, A-13)

Responseto Issue 1.M:

The WIPP LWA defined and set limits on the amount and concentration of remote-handled (RH)
waste that can be disposed in the WIPP. See sections 2(12) and 7 of the WIPP LWA. Section 7
of the WIPP LWA establishes radiation dose rate (rem) and radioactivity (curie) limits for RH-
waste allowed for emplacement at the WIPP. Transuranic waste that isnot RH-waste is
designated as contact-handled (CH). See section 2(3) of the WIPP LWA. Inthefinal rule, the
Agency has clarified that DOE must demonstrate that the waste inventory at the WIPP complies
with the limitations on transuranic waste disposal established in the WIPP LWA. See §194.24(qg)
of the final rule; see also Section 6 of this document.

Issue N: In aproposed rulemaking, it isinappropriate for the EPA to imply inadequate
information exists about a featur e of the WI PP, when the Agency has not yet promulgated
final implementation criteria and no application has been submitted. All such references
should bedeleted. (SNL-C)

Response to Issue 1.N:

The EPA agreesthat it is ingppropriate to pre-judge whether the WIPP facility will comply with
the radioactive waste digposal regulations. No statements made in 40 CFR part 194 represent a
decision on the ultimate suitability of the WIPP as a disposal system for transuranic radioactive
waste. The Agency may make abinding decision only as part of the rulemaking for certification
of compliance, conducted under section 8(d)(1) of the WIPP LWA. The Agency reservesfina
judgment on any matters relating to whether the WIPP facility will comply with the disposal
regulaions until the Agency conductsthe rulemaking for certification of compliance pursuant to
section 8(d)(1). However, the Agency does not beieve it isinappropriate to engage in public
discourse about issues related to the WIPP.
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Issue O: Thedefinition of “undisturbed performance’ should beclarified.

1. Thedefinition of undisturbed performance should be clarified as follows: “undisturbed
performance means the predicted behavior of adisposal system, including characterization of the
uncertainties in predicted behavior, if the disposal system is not disturbed by human intrusion,
human activities, or the occurrence of unlikely natural events.” (SNL-C)

2. EPA may wish to provide guidance, without applying a strict numerical limit, on the processes
and events that are to be considered for evaluations of the “undisturbed performance” of the
repository. (NRC)

3. It isappropriate that EPA define “unlikely natural events’ and develop alist of probabilities
for qualifying events specific for the WIPP. (SGNM-D)

Response to Issue 1.0:

The term “undisturbed performance” is defined in §191.12 as follows: “the predicted behavior of
adisposal system, including consideration of the uncertainties in predicted behavior, if the
disposal system is not disrupted by human intrusion or the occurrence of unlikely natural events.”
However, based on language used in the proposal, this definition could have been interpreted to
mean that “ undisturbed performance” should include consideration of the“human activities’
described in proposed §194.33. It was not the Agency’ s intent to include consideration of
“human activities’ in analyses of “undisturbed performance.” For clarity, the terms “human
intrusion” and *“human activity” used in the proposal have been replaced in the final rule by
“deep drilling” and “shallow drilling,” respectively. For more detail, see §194.33 of thefina
rule, and Section 12 of this document.

The disposal regulations require that compliance with the containment requirements be based on
performance assessments of the cumulative releases of radionuclides from dl "significant”
processes and events that may affect the disposal system. See 40 CFR § 191.13(a)). Thus, the
disposal regulations contemplate that some processes and events may be insignificant and
excluded from consideration. The final rule provides a screening probability criteriato determine
which processes and events are insignificant and may be excluded. The final rule provides that
“[p]erformance assessments need not consider processes and events that have less than one
chance in 10,000 of occurring over 10,000 years.” See 8194.32(d). This screening criteriais
informed by the implementing guidance (Appendix C) which accompanied the disposal
regulations. While the compliance criteria alow the exclusion of insignificant processes and
events, the final compliance criteria mandate documentation explaining why any processes and
events were not included performance assessment results. See § 194.32(¢)(3). See Section 11 of
this document for further discussion of thisissue.

Unlikely natural events are those natural events which may be excluded from performance
assessments, if it is demonstrated that their probability of occurring is less than the screening
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threshold. Any natura processes and events which, according to this criteria, must be included
in performance assessment must be considered when analyzing the undisturbed performance of
the disposal system. As discussed above, undisturbed performance need not consider human
intrusion into the disposal system. For further discussion of thisissue asit relaesto the
Individual and Groundwater Requirements, see Section 19 of this document.

Issue P: Forthcoming guidance documents should not be used to direct or dictate
experimental or other information gathering programs. (DOE-D, SNL-C)

Responseto Issue 1.P:

The EPA plans to issue non-binding guidance on the elements of a"complete” compliance
application that may summarize and interpret the criteria established in 40 CFR part 194. The
guidance will not establish additional compliance criteria.

Issue Q: Although the recommendations may be presented to EPA after the official
comment period for proposed compliance criteria closes, and EPA isnot required to apply
the National Academy of Sciences (NAS) findingsto WIPP, staff recommendsthat EPA
consider the NAS findings when developing thefinal rule. (NRC, IV-G-6)

Response to Issue 1.0:

The comment refers to a National Academy of Sciences (NAS) review of the technical bases for
standards applicable to a potential high-level radioactive waste disposal site at Y ucca Mountain,
Nevada Thereport istitled "Technical Bases for Yucca Mountain Standards' and was issued in
August 1995. The comment preceded issuance of the NAS report. The comments were not
elaborated by the commenter after the report wasissued. Thus, EPA has not received any
specific comments in this rulemaking regarding the NAS report on Y ucca Mountain.

The EPA reviewed the report in light of the general comment and concluded that the NAS
recommendations do not militate revisions to the final WIPP compliance criteria. The 1992
Energy Policy Act excluded Y uccaMountain from EPA's general radioactive waste disposal
regulations at 40 CFR part 191 and called upon EPA to develop separate standards for Y ucca
Mountain, to protect the public from radioactive materials at the YuccaMountain site. The NAS
report responds to specific questions presented by Congress in section 801 of the 1992 Energy
Policy Act. Congress cdled for the NAS report to inform EPA's devel opment of the separate
standards for Yucca Mountain. Thus, the NAS report concerns a different site and, further,
addresses development anew of standards for the proposed Y ucca Mountain radioactive waste
disposal facility. By contrast, in the 1992 WIPP LWA Congress charged EPA in the present
rulemaking with implementing the 40 CFR part 191 radioactive waste disposal regulations at
WIPP. The NAS report addresses approaches and assumptions addressed in 40 CFR part 191
and, for the reasons explained in the introduction and el sewhere in this document, EPA dedines
to revisit the policy and technical bases of 40 CFR part 191.
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Issue R: The EPA should adopt the use of guidance in the following ar ea of the compliance
criteria: “ Future state assumptions,” “ Expert judgment,” * Consideration of human-
initiated processes and events.” and “ Consderation of protected individual.” The EPA
should use the compliance criteriain these sectionsto establish a broad framework of
requirements, wher e supplementary guidance can provide an appropriate methodology for
demonstrating compliance. The EPA should adopt a mor e flexible approach in developing

performance measures appropriatefor WIPP. (NRC, IV-D-94)

Responseto Issue 1.R:

As noted in the introduction and in response to Issue 1.E, EPA has endeavored to balance
flexibility and prescriptivenessin the final rule. The EPA believesthe criteriain the areas
identified by the commenter require documentation necessary to facilitate EPA and public review
of the WIPP compliance certification application.

Issue S: The EPA must reissue the Compliance Application Guidance (CAG) as part of the
rulemaking on the compliance criteria sincethislies outside the rulemaking requir ements
of the WIPP L and Withdrawal Act. (SRIC-C)

1. The CAG conta ns numerous provisions which can only beinterpreted as mandatory.
(NMAG-C)

2. Thereis concern that the approach of issuing a separate CAG “as a supplement to the 40 CFR
part 194 compliance criteria’ but apparently without going through the rigorous rule-making
process of 40 CFR part 194, may create confusion or be unlawful. (EEG-C, NMAG-B)

IssueT: Theissuance of a separate guidance document isunnecessary. (DOE-D, SNL-C)

Responseto Issues1.Sand 1.T:

The EPA intends to issue a non-binding guidance document, called the Compliance Application
Guidance (CAG), after the final compliance criteriaaeissued. The document would summarize
and interpret the final criteriato guide EPA's administrative determination about the
completeness of the compliance certification application. Asnoted, EPA has established a
screening for compl eteness as a predicate to EPA's compliance certification rulemaking.

The EPA has provided significant opportunity for public participation during the development of
the guidance. The EPA circulated apreliminary draft, dated March 21, 1995, to interested parties
for comment. Inthe Fdl of 1995, adraft of the CAG was made available for public inspection,
and a 60-day public comment period was provided. See 60 FR 53921-53922 (Oct. 18, 1995). A
revised version of the guidance will reflect EPA's consideration of public comments and will be
made consistent with the final compliance criteria. The EPA hasrevised and clarified the final
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compliance criteriaand guidance, in light of concerns that the draft guidance contains provisions
which could be interpreted as establishing additional compliance criteria.

Issue U: A clarification of the scope of theruleis needed.

1. Thereguirements for actions pursuant to an excessive release of waste should apply to al
stored materials, such as containers, engineered barriers et a. (IV-D-06)

2. Boundary conditions need to be established that can be met. (C-25)

Response to Issue 1.U:

The WIPP LWA callsfor EPA to implement the radioactive waste disposal standards (40 CFR
part 191, subparts B and C) at the WIPP in the present rulemaking. Thus, this rulemaking does
not address releases from stored containers not disposed a the WIPP. However, the final
compliance criteria do contain requirements that are a necessary adjunct of regulating disposal at
the facility such as characterization of the stored waste to be emplaced in the repository and pre-
closure monitoring to establish baseline conditions for assessing subsequent disposal system
performance. Potential releases during the management and storage phase that are not rdevant to
the predicted long-term performance of the WIPP facility, are regulated under Subpart A of 40
CFR part 194. The EPA intends to issue guidance for the application of 40 CFR part 191,
subpart A, to the WIPP, addressing the management and storage of radioactive waste at the
WIPP prior to disposal. See also the response to Issue 2.K of this document.

IssueV: It isextremely important that uncertainties be reduced as much as possible.
(S-16, S-55)

Responseto Issue 1.V:

The Agency agrees with this statement, but al so recognizes that not al information can be
obtained with absolute certainty. In severa instances, provisions of the disposal regulations
expressly recognize that "there will inevitably be substantial uncertainties in projecting disposal
system performance.” See, e.q., 8191.13(b). The EPA has attempted to mitigate uncertainty by
including General Requirementsin 40 CFR part 194. These requirements are intended to ensure
that any compliance application is based on dependable and quality-assured data, that
assumptions have undergone appropriate peer review, and that EPA has inspection authority to
confirm disposal conditions and data [88194.21-27]. The EPA’s disposd regulations also
include assurance requirements [8191.14, 88194.41-46] in recognition of the many uncertainties
inherent in making long-term numerical predictions of performance.
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Issue W: Theearesveral termsthat warrant a formal definition.
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1. The“applicability” statement does not clearly cover proceedings other than theinitial
certification proceeding and the subseguent determination proceedings. Clearly, there may be
other proceedings before the Agency wherein Part 194 will apply, and the applicability of these
rules should not be left in doubt. (NMAG-D, SRIC-G)

Response to Comment 1.W.1:

The compliance criteria a'so contain provisions applicable to modification, suspension, or
revocation of any certification. Thefinal rule has been clarified by stating that the criteriaapply
aswell to “ subsequent actions relating to the terms or conditions of certification of the
Department of Energy’ s Waste Isolation Pilot Plant’s compliance with the disposal

regulations. .. . [ see §194.1].”

2. The définition of “modification” should not have a referenceto 88(f) of the WIPP LWA; in
the definition of “revocation” and “suspenson” the term “withdraw” should be replaced with
“terminate.” (NMAG-D)

3. Definitions of suspension, modification, and revocation need to be clarified. (SRIC-G)

Response to Comments 1.W.2 and 1.W.3:

Commentsto EPA have indicated concern that the re-certification process, conducted without
rulemaking, could be used to effect changes in the conditions incorporated in any certification.
The Agency believes that re-certification is a process intended to assess compliance and confirm
that the conditions of certification continue to be in effect. Thus, re-certification is a periodic
review, but not a process to be used to change a certification in effect. Any significant departures
from the conditions, activities, or evidence in the certification of compliance would necessitate a
maodification to any underlying certification issued pursuant to section 8(d)(1) of the WIPP LWA
and therefore would be subject to the rulemaking procedures at 5 U.S.C. § 553 and judicial
review. The definitions of modification, suspension, and revocation in the final rule have been
revised to clarify that these actions gpply to the certification under section 8(d)(1) of the WIPP
LWA, if any, in effect at the WIPP.

As suggested by the comment, the definition of “revocation” inthe fina rule has been revised to
mean “any action taken by the Administrator to terminate the certification under section 8(d)(1)
of the WIPP LWA.” The use of “terminate” isappropriate in this case because revocation is a
permanent action that necessitates retrieval of the waste.

Suspension of a certification, on the other hand, is not meant to be permanent. A suspension can
be issued at any time at the Administrator’ s discretion so as to promptly address any potential
threat to public health. In such aninstance, the Agency would not intend to immediately
terminate any certification in effect, but rather would temporarily withdraw the certification
while the immediate threat was mitigated and any necessary remediation was planned or
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undertaken. The Agency could then determine whether modification or revocation was
necessary, actions that require rulemaking because they re-open the underlying certification.
Because suspension is an emergency action at the discretion of the Administrator and does not
constitute a permanent action regarding a certification, the term “withdraw” is used rather than
“terminate.” See also the responseto Issues 2.A, 2.B, and 2.D.

4. Thereisno technical basis for induding definitions for exploraory and deveopment wel in
the rule. (EEG-D)

Response to Comment 1.W.4:

The EPA agrees that there is no need to include definitions to differentiate between exploratory
and devd opmenta drill holes or wells. Asdiscussed in the preamble to the final rule, and in
Section 12 of this document, the Agency believes that both types of wells must be used when
examining historical drill rates and establishing future drill rates for the purpose of performance
assessments.

5. Add definitions for Performance Assessment, Safe Distance, Controlled Area. (SGNM-D)

Response to Comment 1.W.5:

Asnoted in 8194.2, al terms in the compliance criteria have the same meaning asin 40 CFR
part 191 unless otherwise noted in the criteria. The disposal regulations of 40 CFR part 191
include definitions of both controlled area and performance assessment. See §191.12.
Therefore, it is unnecessary to definethem in the compliance criteria. Theterm safe distance is
not used in the final compliance criteria; a definition is not needed in the compliance criteria

Issue X: The EPA should bemorerigorousin itsimplementation of “reasonable
expectation” language. It cannot just set hypotheses and models, frame the conditional risk
analysisfor the applicant, then daim without checking that the conditional means resulting
from this analysis necessarily support “reasonable expectation” of human safety.
(NMAG-E)

Response to Issue 1.X:

The EPA has not specified models to be used in performance assessments of the disposal system.
The compliance criteriado specify some bounding assumptions, such as future state assumptions,
in order to deal with inherent uncertainty. The results of DOE’ s analyses will be thoroughly
reviewed by EPA through the compliance certification rulemaking process. The compliance
criteriaimpose extensive documentation and analyses requirements on the compliance
application so that EPA can scrutinize the underlying analysis. The Agency's evauation will
include rigorous comparison with the disposal standards, including the statistica requirements
established for the results of performance assessments. In addition, the final criteriaimplement
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the assurance requirements and contain supplementary requirements in 40 CFR part 194, subpart
C, which ensure that any performance assessment and compliance goplication are based on
sound, reliable information. The level of protection of human health is established by the
disposal regulations of 40 CFR part 191. The compliance criteria are not intended to establish a
new or more stringent level of protection, but are meant to implement the level of public
protection embodied in the disposal regulations. The EPA believes that the fina criteriaare
sufficiently rigorous. For further discussion of the results of performance assessments, see
Section 11 of this document.
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Section 2: CERTIFICATION CONDITIONSAND COMPLIANCE APPLICATIONS:
SECTION 194.4 through SECTION 194.15

Issue A: TheAgency cannot lawfully authorize changesin theterms of certification in a
“determination” proceeding pursuant to 88(f) of Pub. L. 102-579. (NMAG-D)

Issue B: Sincethe LWA dictatesthat deter minations be donewithout rulemaking, any
conditionsimposed under §194.04(a) would not have the benefit of due processto ensure
that they arereasonable. (WEC-D)

Response to Issues 2.A and 2.B:

At any point in time, there is only one certification in effect at the WIPP. The terms of
certification, if it is granted, are established a the time of initial certification pursuant to section
8(d)(1) of the WIPP LWA, based on the compliance application submitted at that time. The
terms of certification at the WIPP can be changed only through modification or revocation
rulemakings, as described in 88194.64-65 of the final rule, which represent a decision to re-open
the certification issued under section 8(d)(1). Re-certification (referred to as* determination in
the proposed rule) pursuant to section 8(f) is a process intended to confirm (and document) that
the conditions upon which certification is based continueto exist. Thus, re-certificationisa
periodic review, but is not a process to be used to change a certification in effect. If review of
information submitted for re-certification, or provided at some other time, indicates that
information, activities or conditions depart significantly from those upon which certification has
been based, it will be necessary to modify or revoke the terms or conditions of certification or, in
the interim, to temporarily suspend the certification. Any such modification or revocation would
be re-opening the terms of the certification issued pursuant to section 8(d) and must therefore be
conducted by rulemaking, as described in §194.65 and §194.66, and subject to judicial review.
The definitions of modification, suspension, and revocation in the final rule clarify that these
actions apply to the certification, if any, in effect at the WIPP, and are not affected by the re-
certification review process.

The language in final §8194.4(a) has been revised to clarify that conditions imposed by the
Administrator apply to the underlying certification at the WIPP. Like other terms of the
certification, such conditions may not be modified through the re-certification process. Any
changesin the terms or conditions of certification must be accomplished through rulemaking, as
described in §8194.64-65, and subject to judicial review. In the re-certification process DOE
must document that the WIPP facility continues to be in compliance and the information on
which certification is based continues to be valid, in order to obviate any need for modifying the
certification.

The Agency notes that although re-certifications of compliance are prohibited, under provisions

of the WIPP LWA, from undergoing a rulemaking process, EPA is committed to ensuring that
any re-certification is conducted in an open forum. To that end, the final rule requires that there

2-1



will be a public notice and opportunity for public comment regarding any potential decision on
continued compliance, or re-certification [8194.64].

Issue C: Certification should include conditions with regard to: waste acceptance criteria;
waste characterization; reporting of concernsabout operations, monitoring, and scientific
investigations; facility construction and maintenance; waste handling and related
operations; closure activities. Thisshould be added to §194.04(a). (NMAG-D, NMAG-G)

1. Any certification or re-certification must indude specific conditions regarding waste
acceptance criteria, waste characterization, volumes of waste allowed, facility construction and
mai ntenance, monitoring, waste handling and repository operations, and closure activities.
(SRIC-G)

Responseto Issue 2.C:

Section 194.4 of the final rule defines general conditions, whether stated therein or not, which
apply to any certification, and also allows the Administrator to include any other conditions
deemed necessary to support a certification. According to the final rule, the Administrator may
also modify, suspend, or revoke a certification if information becomes available that shows
violations of the release limits or departs significantly from the information on which the
certification was based. The EPA believes that the areas mentioned in the comments are already
required, under various sections of the criteria[8194.4, §8194.21-27], to be addressed by
compliance applications. The Agency would specify additional conditionsin the event that the
necessary confidence in the disposal system could be achieved by the implementation of
additional measures, or if EPA determines that the WIPP will comply with the disposal
regulationsif certain terms of the application are changed. The compliance criteria provide the
flexibility to add conditions that would address such situations, and the public will have ample
opportunity to comment on the inclusion of any such conditions during the certification
rulemaking proceeding.

Issue D: The process regar ding modification, suspension, or revocation of certification
should be clarified regar ding the definition and basis for such actions and subsequent
restoration of certification. (DOE-D, WEC-D, CARD-B, NMAG-B, NMAG-F, NMAG-G,
SNL-A, SNL-B, SRIC-E, CCNS-B, A-11, A-16, A-41, A-45, IV-D-51, IV-D-76, IV-D-111)

Response to Issue 2.D:

The final rule authorizes EPA to modify, suspend, or revoke any certification. However, the
definitions of modification, suspension and revocation have been revised from the proposal to
clarify that these actions apply to the certification, if any, in effect at the WIPP, and are not
affected by the re-certification review process. (See responseto Issues 2.A and 2.B, above, and
response to Comment 1.Y .2 for further discussion of the definitions.) Any modification or
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revocation of a certification must be done by formal rulemaking as specified in §§194.64-65 of
thefinal rule.

The EPA has established some criteriathat will govern whether modification or certification is
required, but EPA declines to specify particular actions that may necessitate modification,
revocation or suspension. The EPA has not done so because the Agency bdievesit would be a
speculative and inexact undertaking in the absence of particular facts and circumstances. The
Agency believes that decisions about the appropriate actions should be based upon the nature and
gravity of agiven scenario at the time it occurs. Any modification or revocation of a certification
will be done by forma rulemaking explaining the basis for the decision, must provide
opportunity for public comment on the decision, and will be subject to judicial review.
Suspension may be initiated at the Administrator’ s discretion, in order to promptly reverse or
mitigate a potential threat to public health. The Supplementary Information to the find rule
includes a discussion of the criteriaand general circumstances which might necessitate action to
modify, suspend, or revoke a certification.

Issue E: TheEPA should consider therequirementsfor modificationsthat currently exist
under other regulatory programs such asthe Nudear Regulatory Commission’s (NRC’S)
transportation certification process (found in 10 CFR Part 71) and the EPA’s Resour ce
Conservation and Recovery Act (RCRA) program (found in 40 CFR Part 270.42). These
reguirements are well under stood, have been implemented and inter preted over several
years, and also provide a logical precedent. A modification of these rulesto adapt them to
radioactive waste disposal would prove beneficial to the rulemaking. (DOE-E)

Response to Issue 2.E:

The compliance criteria requirements on modification of certification are consistent with the
examples cited in many ways, but also differ from them for important reasons. The
transportation certification requirements (10 CFR Part 71) of the Nuclear Regulatory
Commission (NRC) are subject to the regulations for modification and revocation of all NRC
licenses. Theserequirements are contained in 10 CFR Part 70. The conditions described in
§70.61 as those which would necessitate a modification or revocaion are consistent with EPA’s
requirements that DOE must report changes about the disposal system or other information in the
compliance application upon which a certification was based.

Section 270.42 of the Resource Conservation and Recovery Act (RCRA) describes Permit
modifications at the request of the permittee; it alows for different classes of RCRA-permit
modifications, which have more or less rigorous requirements for reporting, review, and approval
depending on the complexity of changes necessitating a modification [See §194.4.]. The classes
of modifications are standardized and have been in effect for sometime. The EPA’s compliance
criteriaare similar to those of 8270.42 in that they both require the facility operator to evaluate
the compl exity or magnitude of changes to the facility, report changes to the regul ating Agency,
and allow for public participation in the process. The criteriaof 40 CFR part 194 are necessarily
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different from those of RCRA because the RCRA regulations -- particularly the division of
modificationsinto different classes of complexity -- can be based on extensive experience with
numerous permitted facilities and the types of changes likely to occur. There is no similar record
for transuranic (or even high-level) radioactive waste facilities. Because it is thus not possible to
anticipate the situations which might necessitate modification of a certification, EPA believesit
is not prudent to specify the circumstances that may or may not necessitate modification or
revocation. The Agency aso notes that, in RCRA’s modification regulations, more rigorous
review gandards can be gpplied for changes that are especially complex, or for which “thereis
significant public concern about the proposed modification [8270.42(b)(6)(ii)(C)(1)-(2)].”
Consistent with this approach, EPA believes that the level of public interest and concern
regarding the WIPP dictates that, for the WIPP, EPA should retain authority to request
information, require reporting of changes in the disposal system, and conduct modifications
through public rulemaking.

Issue F: Section 194.4 must specify that the EPA can deny certification. (SRIC-G)

Response to Issue 2.F:

The authority granted to EPA in the WIPP LWA allows the Agency to deny certification if
compliance cannot be demonstrated. Section 8(d) of the WIPP LWA cdls for EPA to "certify,

by rule pursuant to section 553 of title 5, United States Code, whether the WIPP facility will
comply with the final disposal regulations.” The final rule includes provisions for conducting
certification through rulemaking. The final rule does not in any way assume a particular outcome
to the certification process.

Issue G: Therequirement toretrieve waste from thedisposal system should be modified.

1. Therequirement in the event of revocation that DOE “retrieve, to the extent practicable, any
waste emplaced in the disposal system (40 CFR 194)” should be modified to include both risk
and compliance with 40 CFR Part 191 Subparts B and C. (SNL-A)

2. Mandated removal or retrieval may be impractical and could pose occupational and public
health risks. Any retrieval decision should be based on a performance assessment and a
compliance assessment of waste already emplaced. (SNL-A)

3. A further condition of certification should be demonstration of retrieval capability. (CARD-B)
4. Therequirement for retrieval should be removed. EPA should require aremedial plan that
includesretrieval as an dternative in the event no other solution is possible and the waste

emplaced poses a threat to human health and the environment. (1V-D-111)

5. To alow waste to remain at a site where certification has been revoked is unthinkable.
Section 194.04(b)(1) should remain. (NMAG-D)
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Response to Comments 2.G.1 through 2.G.5:

Permission for disposal of transuranic waste at the WIPP depends explicitly on a certification of
compliance under the WIPP LWA. See section 7(b) of the WIPP LWA. If certificationis
revoked, then transuranic waste may not be disposed at the WIPP under the WIPP LWA. If, for
example, the WIPP has been unable to consistently demonstrate long-term performancein
accordance with the disposal regulations and is not reasonably expected to resume operation
consistent with the disposal regulations, the Agency believes it may become reasonable to require
retrieval of waste already emplaced in the WIPP. Therefore, EPA believes that a demonstration
of feasibility of retrieval should be made before emplacement of waste begins. The Agency has
declined to require a detailed plan because a plan written prior to emplacement is likely to be of
little use in dealing with the specifics of aretrieval operation that could occur decades later. Any
retrieval plan will have to be based on the situation and technologies that exist at the time of
retrieval, should it become necessary.

The Agency agrees that situations could arise where therisks of retrieving the waste exceed the
risks of leaving the waste in place and sealing the disposal system. Therefore, the find criteria
state that, in the event of arevocation, waste shall be retrieved o the extent practicable.
Practicability could be determined taking into account risks, a compliance assessment of the
waste already in place, and other factors. In making a decision of whether to revoke the
certification, EPA could determine that the waste emplaced up to that point in time does comply
with 40 CFR part 191, but that additional waste would result in violation. In such a case, EPA
could modify the certification to alow the waste emplaced to remain, but not to allow any further
waste emplacement. Because it is not possibleto predict the situations that might result in
revocation of certification, EPA believesit isinappropriate to be more specific on the conditions
that could make waste retrieval practicable. Asnoted, any revocation or modification decision
would be subject to public rulemaking. The requirement for retrieval has been retained in the
final rule. See alsothe response to Comment 20.G.6.

6. EPA and the State of New Mexico can invoke revocation and require implementation of
retrieval plan procedures. (SGNM-D)

Response to Comment 2.G.6:

The purpose of the ruleisto specify requirements for implementing the 40 CFR part 191 disposal
regulations at the WIPP and to clarify compliance-related ambiguities which may exist. The
EPA isthe sole implementing agency at the WIPP for the disposal regulations and 40 CFR

part 194. The State of New Mexico may have authority to require retrieval of waste under
separae agreements, or under regulations such as the RCRA operating permit, whichis
implemented and enforced by the State. Such authority is separate from the compliance criteria
and isindependently enforced. It is unnecessary and inappropriate to re-iterate any such
authority in thefina criteria.
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Issue H: Regquirementsto provide additional information must be r easonable and not
overly detailed. EPA must have causeto ask for information and should require submittal
within “areasonabletime,” rather than in 30 days. (DOE-D, WEC-D, SNL-D, IV-D-111)

Response to Issue 2.H:

The EPA has noted that it is not appropriate to specify at this juncture the particular actions that
may necessitate a modification, suspension or revocation, because it isimpossible to foresee al
the situations which could precipitate such an action. For the same reason, the Agency believesit
isunwise to limit the circumstances under which the Administrator could request additional
information. Thus, EPA must retain broad authority to request information to learn about
planned or unplanned changes to the disposal system, a significant departure from expected
disposal system performance, a potential to exceed the release limits provided in §191.13, or any
other information relevant to assessing the need for modification, suspension or revocation.
While EPA intends to request information relevant to conditions of certification, such
determinations of relevance will be at the discretion of the Administrator. The Agency believes
that 30 days is a reasonable time for response by the DOE. Quick response timeisimportant to
ensure that, if necessary, the potential consequences can be mitigated early. If asituation arises
whereit is extremdy difficult or impossible for DOE to obtain the requested information within
30 days, the Administrator has the flexibility to specify an aternative time frame for submittal of
theinformation. The 30-day requirement was retained in the final rule.

Issuel: Paragraph 194.04(b)(3) in refer ence to changes of conditionsin disposal system
should bedeleted. (WEC-D)

Responseto Issue 2.1:

Section 194.4(b)(4) in the final rule (8194.4(b)(3) of the proposal) requires DOE to submit
reports to EPA documenting any changes in the disposal system that depart from the information
on which certification is based. The Agency strongly believes that any gpplication for, or
certification of, compliance must be based on the most current information. If acertification of
compliance isissued for the WIPP, re-certification proceedings would take place only every five
years, too long an interval to wait for information to be updated. Even if an application has
demonstrated that the WIPP can comply with the disposal regulations, EPA is concerned that
operation of the facility could result in changes which, while minor in and of themselves,
collectively could have an impact on projected performance of the facility. The EPA does not
consider the requirement to submit information on modified facility conditions or activities to be
burdensome; the DOE should be documenting such changesin any case, and will be required
only to submit areport on changes to EPA, and not to redo performance assessment cal culations.

IssueJ: “Likely” should bedefined and “in excess of what is permitted by the disposal
regulations’ should bedarified. (NMAG-G)




Response to Issue 2.J:

In the proposed compliance criteria, EPA included the requirement that DOE notify EPA “[i]f the
Department determines that arelease of waste from the disposd system to the accessble
environment in excess of what is permitted under the disposal regulations has occurred or is
likely to occur . . . [60 FR 5784].” The comment requested clarification on terms used in the
proposed rule. This section of the rule isintended to address a known or imminent release from
the disposal system requiring immediate action; thus, it requires immediate notification of EPA,
and suspension of waste emplacement activities. In order to limit confusion over interpretation
of the term likely, the find rule states that waste emplacement must be suspended and EPA
notified if releases have occurred or are expected to occur. The EPA has retained use of a
qualitative descriptor because of the great difficulty in establishing a quantitative measure.
Situations which do not require immediate action, but which indicate the potential for
modifications or other action on a certification of compliance are addressed under
8194.04(b)(3)(v), which also requires notification of the Administrator.

In response to this comment, the find rule was al'so changed to clarify that “in excess of what is
permitted by the disposal regulations” means in excess of the radionuclide release limits
established according to 8191.13; the committed effective doses established under §191.15; or
the concentrations of radionuclides and estimated doses due to radionuclides in underground
sources of drinking water, established under 40 CFR part 191, Subpart C.

Issue K: Section 194.4(b)(6) should be diminated in itsentirety. Any releasesfrom the
repository whilethe Department is ill emplacing waste at the site are covered by 40 CFR
Part 191 Subpart A and should not be covered by 40 CFR Part 194. (EEG-A, EEG-C,
SNL-A, IV-D-111)

1. The Agency needsto define "release” in §194.04(b)(6) to include only unintentional spills or
releases to the environment. (WEC-D)

2. A provision regarding releases during operations should be incorporated. The DOE should be
required to provide plans to assure rapid response and remedy of the more likely consequences of
maximum hypothetical accidents. (NMAG-G, A-28, IV-D-06)

3. Compliance criteria should direct DOE to develop a contingency plan in the event that
monitoring devices indicate aleak to the accessibl e environment. (CCNS-B)

Response to Issue 2.K:

The Agency has not applied the compliance criteria addressing waste disposal to the management
of waste at the WIPP. The Agency intends issue guidance for compliance with 40 CFR part 191,
Subpart A, that would address accidents occurring in the management operational phase.



Section 194.4(b)(3) of the final criteria[8194.4(b)(6) of the proposal] requires DOE to notify
EPA and suspend emplacement of waste if arelease of waste has occurred or is expected to occur
which causes the containment, individual, or groundwater requirements to be exceeded.
Permission for emplacement of transuranic waste at the WIPP depends explicitly on a
certification of compliance, pursuant to section 7(b) of the WIPP LWA. If acertification is not
in effect, then emplacement of waste at the WIPP is not allowed. Certification of compliance, in
turn, is based on a demonstration that (among other provisions) predicted releases from the
disposal system will not exceed the containment limits set forth in 40 CFR part 191.

If arelease from the WIPP in excess of the disposal regulations has occurred or is expected, any
certification of compliance could be jeopardized. In such asituation, it is necessary and
reasonabl e that the Department stop emplacement of waste so the situation will not be worsened
and so DOE can take immediate mitigating action. In addition, DOE must notify EPA of details
of the release so that the Agency can determine if the release isrelated to factors involving the
long-term containment of waste. Absent this provision of the criteria, any such releases would
already have been required to be reported and evaluated during the re-certification process, since
re-certification will be used to confirm that the information and conditions upon which
certification is based continue the be valid.

If reported rdleases are determined to be related to the long-term containment of waste, action
may be taken to modify, suspend, or revoke a certification. While aninvestigation is ongoing, it
is reasonabl e that empl acement of waste should be suspended. If the release does not affect long-
term containment, it will be covered by Subpart A of 40 CFR part 191 and will not affect
certification. For these reasons, the requirements were retained in the final rule.

Issue L: Specify pre-application procedures, particularly with regard to draft applications.
(SGNM-A, NMAG-B, NMAG-F, SRIC-B, SRIC-C, SRIC-D, SRIC-F)

1. Itisinappropriate for EPA to consider the DOE draft compliance certification application
before the Agency hasissued final compliance criteria. The draft application prejudices the
compliance criteria rulemaking sinceit delineates DOE’ s views on the compliance criteria and
allows DOE comment opportunities not available to others. The draft application should not be
considered in formulating the rule. (SRIC-G)

Responseto Issue2.L:

The DOE submitted a draft compliance application (in two parts) to EPA’s Office of Radiation
and Indoor Air (ORIA) during the spring and summer of 1995. The EPA does not believe that
the draft compliance certification application influenced the contents of the final compliance
criteria. However, in response to concerns voiced by the public, the Agency decided to re-open
the public comment period on the compliance criteriato provide an additional opportunity for
public comments in light of DOE’ s draft compliance certification application, a copy of which



was placed in the public dockets. The comment period on the proposed criteria was therefore re-
opened for 45 days ending September 15, 1995. [See 60 FR 39191-39132.]

As EPA hasreiterated previously, EPA will not and may not make a compliance certification
decision on the bags of the staff'sreview of a draft application. The comments provided by EPA
staff to DOE are of atechnical nature and do not represent a final decision of compliance. Any
such compliance decisions are to be made by the Administrator of EPA only after EPA reviews a
complete and final compliance application submitted by the Secretary of Energy.

Moreover, until final compliance criteria are i ssued, no benchmark exists against which to judge
whether a draft application adequately demonstrate compliance. The EPA recognizes that the
Agency cannot, by law, goprove any part of the draft application. The staff's review is not
intended to and plainly does not have any binding effect. Any decision about the sufficiency of a
compliance application will be made by the Adminigrator only after the final compliance criteria
are issued, a complete and final gpplication is received from the Secretary of Energy and a public
rulemaking proceeding is conducted pursuant to 5 U.S.C. § 553.

Issue M: Post-certification procedures should beclarified with regard to reporting
requirements, violation assessment, mitigation, and reinstatement. (NMAG-B, NMAG-F,
NMAG-G, A-11, A-16)

1. The DOE and EPA must be accountable. The public should be able to rdy on the government
for active, independent monitoring of WIPP. (1V-D-96)

2. The EPA must remain in charge of compliance. (A-1, IV-D-73)

3. Itisimportant that the EPA strictly and rigorously regul ates the DOE and not simply rubber
stamp DOE decisions. (1V-D-28, 1V-D-89)

Responseto Issue 2.M:

If EPA certifies that the WIPP complies with the disposal regulations, ongoing confirmation will
be needed to ensure that the disposa conditions remain consistent with information contained in
the compliance gpplication. The EPA intends to confirm disposal conditionsintwo ways -- fird,
by specifying several mechanisms to update the information in the application; and second, by
exercising its inspection authority to confirm information and field conditions. The conditions of
any certification require that DOE provide information on any planned or unplanned changes to
the disposal system that depart from the application [8194.4(b)(3)]. Thefinal rule also requires
that DOE report annually any changes to the disposal system, and that a re-certification be
conducted every five years after initial certification, if oneis granted, to confirm that the
conditions upon which any certification is based remain valid. In addition, EPA hasretaned in
the final rule the criteriawhich allow the Agency to modify, suspend, or revoke a certification
based on departures from informati on on which the certification was based [§194.4(b)(1)]. In
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response to concerns about EPA overgght of the WIPP after certification (if one is granted), EPA
revised the rule to allow for suspension of certification at the discretion of the Administrator
rather than through rulemaking. Thiswill allow the Administrator to immediately withdraw the
effectiveness of a certification (for alimited period of time) and require DOE to temporarily
cease emplacing waste, if such actions are deemed necessary to promptly address any potential
threat to public health and to allow EPA time to evaluate whether a certification should be
modified or revoked. Finally, the final rule contains inspection criteria[8194.21] which provide
EPA with broad authority to conduct audits and inspections to assess the validity of information
used to support a compliance application, and to ensure that activities and records described in an
application are implemented as described. See responses to Comment 1.Y.2 and Issue 2.C for
more information on modification, suspension, and revocation.

Issue N: Thedefinition of certification application is unacceptable and must be changed.
The Compliance Criteria must have differ ent definitions for applications for certification
and for determinations. (SRIC-C)

Response to Issue 2.N:

The WIPP LWA requires EPA to promulgate criteriafor the Administrator’ s certification of
compliance for WIPP with the final disposal regulations (40 CFR part 191). TheWIPP LWA
also requires EPA to make periodic determinations of continued compliance (re-certifications,
referred to as“ determinations” in the proposed rule). The comment did not suggest why it would
be appropriate to make a distinction between applications for initial certification and for re-
certification. The EPA recognizes that the determination of initial compliance and
determinations of continued compliance are conducted differently. The decision regarding initial
compliance is conducted by rule, and establishes the terms and conditions of certification of the
WIPP. Re-certification, which is not subject to rulemaking, is a periodic review process intended
to confirm (and document) that the conditions upon which certification is based continue to exist.
Since it isintended to identify any changes in information, re-certification documentation must
address the same issues considered ininitia certification, regardless of the different processes
and purposes of certification and re-certification. That is, documentation of either initial or
continued compliance with the disposal regulations will be based on substantially similar
information requirements, documentation requirements and format. Because of this smilarity,
and the desire for rulemaking to be as efficient as possible, the Agency believesthat it is practical
to address requirements for both initial certification and continued compliance (re-certification),
and certification applications, in asingle rule. The EPA has addressed specific instances where
certification and re-certification processes differ (see, e.q., §194.14, §194.64).

Issue O: Ruleshould clarify whether “phased” applications for certification are allowed.

1. Recognize DOE'’ s ability to submit subsequent applications seeking authorization for future
operational changes. (DOE-D)
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2. The requirement should darify that there is a single certification application and asingle EPA
rulemaking to certify or not certify that the WIPP facility will comply with the disposal
regulaions. (SRIC-C)

3. Itissuggested that EPA recognize the concept of "phased disposal” and the ability of the DOE
to submit and seek subsequent approvals of different wastes, waste streams and operational
parameters after the initial certification through the process of submitting additional gpplications.
(Iv-D-111)

4. “Phased disposal” is contrary to law and should not be authorized by regulation. The Agency
should reject the request to receive authorization for “phased disposal.” (NMAG-D)

5. It would beillegal to modify the application to include wastes that were not contained in the
original application for disposal at WIPP. A separate rulemaking would need to be promulgated
to consider groups of waste in phases. (NMAG-D)

6. The DOE must not be allowed, under re-certification proceedings, to emplace wastes in the
WIPP that were previously prohibited. (SRIC-G)

7. The EPA must clarify that only a single certification proceeding is allowed. The DOE must
not be allowed to conduct “phased disposal.” (SRIC-G)

Response to Issue 2.0:

The rule does not contain any procedures to deal with a phased approval process. Asthe Generdl
Counsel of EPA stated in aletter to the General Accounting Office, “[this rule] would require
reproposal of additions or amendments to the compliance criteria proposal before EPA could act
on any partial application. . . . [Nov. 23, 1994].” EPA has not revised the rule to encompass
phased approval. At any point in time, there is only one certification in effect at the WIPP. The
terms of certification, if it is granted, are established at the time of initial certification, based on
the compliance application submitted at that time. The terms of certification at the WIPP can be
changed only through modification or revocation rulemakings, as described in §8194.64-65. The
Agency bdieves tha re-certification (referred to as “determination” in the proposedrule) isa
process intended to confirm (and document) that the conditions upon which certification is based
continueto exist. Thus, re-certification is a periodic review, but is not aprocessto be used to
change a certification in effect. If aninitid certification isgranted, and information subsequently
becomes available which differs significantly from the basis upon the certification was issued --
including changes relevant to long-term performance, or proposed disposal of waste not
described in the application -- then EPA would undertake a modification, suspension, or
revocation to the certification. Any modification or revocation will be done by rulemaking in
accordance with section 8(d)(1) because EPA would be re-opening the initial certification. See
also the responseto Issue 2.A.
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Issue P: Timeperiod for certification decision needsto beclarified.

1. Acknowledge that decision on certification must be made within one year. (DOE-D, WEC-D)

2. Itisreasonable to alow EPA the one-year period to act on a certification application after
DOE has submitted a complete application. (NMAG-D)

3. Itisreasonable that the statutory review period on an application not begin until the
application is deemed complete. (SRIC-G)

Response to Comments 2.P.1 through 2.P.3:

Section 8(d)(1) of the WIPP LWA calls for EPA to certify whether the WIPP facility will comply
with the disposal regulations within one year of receipt of DOE's compliance application. The
concept of "completeness” isan administrative tool EPA is utilizing to screen afinal compliance
application received from DOE that because of incompl eteness does not even warrant further
EPA and public scrutiny. It would be highly unproductive for the public and EPA to devote
substantial resources reviewing an application that lacks basic elements and information required
by the compliance criteria. Inherent in the oneyear review period for a compliance application is
the supposition that the application is complete and therefore warrants regulatory scrutiny. Thus,
the one-year statutory review period commences when the Administrator determines that the
compliance application is complete. If EPA determinesafinal compliance application
"complete" then the compliance application will be subject to public notice-and-comment
rulemaking procedures pursuant to 5 U.S.C. § 553 and as elaborated in the final compliance
criteria.

4. Any changes made by DOE to a certification application should “re-start” the statutory review
period to alow sufficient opportunity for public comment and EPA review. (SRIC-G)

Response to Comment 2.P.4:

The blanket rule that the statutory review period re-start any time DOE submits new information
would be highly inefficient and discourage DOE from providing new information that, for
example, may help clarify or elucidate the compliance application. The EPA declines to adopt
this approach. Further, the rulemaking procedures required by Congressin the WIPP LWA place
procedural congraints on the consideration of new information to ensure that there is adequate
public notice and comment. Asnoted, EPA's review of a compliance application must bein
accordance with 5 U.S.C. § 553, the Administrative Procedure Act. Underlying principles of
administrative law require that the public be given "adequate notice" of agency action, and
govern the circumstances when new information received after the close of the public comment
period must be subject to additional public notice and comment.
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Issue Q: Part 194 should clearly define completeness criteria, induding extent of public
participation in determination, and incorporation of study results. (DOE-D, WEC-D,
EEG-C, NMAG-B, NMAG-F, NMAG-G, SRIC-C, SRIC-D, SRIC-E, CCNS-B, C-14, A-29,
A-35, A-38, A-41, S-17, S-21, S-28, S-29)

Response to Issue 2.0:

The final compliance criteria establish the required contents of a compliance application. For
example, 8194.4 sets out specific information that a compliance application must include.
Various other provisions of the compliance criteria establish detailed documentation and
demonstration requirements for the compliance application. The EPA plansto summarize and
interpret these requirements in a guidance document intended to guide EPA's assessment
whether DOE's compliance application is "complete” The guidance document will not establish
binding compliance criteria and therefore is not being included in this rulemaking. See also
responsesto Issue 1.T and Issue 20. F.

Issue R: Itiscritical that the EPA remains aware that thecertification processisa
regulator y-compliance driven process. The DOE should be required to submit only the
infor mation necessary to deter mine compliance with the stated regulatory requirements.
(SNL-D)

Responseto Issue 2.R:

The DOE isrequired to submit the information called for in the final compliance criteria, which
reflects information EPA has determined is necessary to determine whether the WIPP facility
will comply with the disposal regulaions. Because EPA has the responsibility to evaluate a
compliance application and issue or deny a certification of compliance, the compliance criteria
provide that EPA may require additional information necessary to determine compliance [see,
e.g., §194.4, §191.14].

IssueS: Thefollowing may be added to 8194.12, “ access to geographical infor mation
system/database to verify monitoring or experimental programs.” (SGNM-D)

Responseto Iswue 2.S:

The compliance criteria alow sufficient access to information by EPA. Sections 194.12 and
194.13 of the final rule require that DOE submit copies of any accompanying materials and any
referenced information related to compliance applications. In addition, §194.23(d) alows the
Administrator to verify the results of computer simulations used to support any compliance
application. Materias needed to perform such verifications are to be provided by the
Department. The Agency also has discretion to request additional information in applications
under 8194.14(j). Further, thefinal rule provides inspection authority allowing EPA to conduct
inspections and audits to verify monitoring programs, or the accuracy of information.
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Issue T: A comprehensivetable of references pertaining to the subject area should be
provided (§194.13). (SGNM-D)

Response to Issue 2.T:

Section 194.13 of the final rule requires that DOE include, with certification applications, copies
of any reference materials not generally available, in order to facilitate the Agency’ s review of
any application.

Issue U: Itisaconcern that thewording used in this section (8194.14(j)) and the
Supplementary | nformation would allow EPA to establish additional information
requirements other than those covered in the proposed rule at some later time. (IV-D-111)

Response to Issue 2.U:

Any compliance application must include, at a minimum, basic information about the WIPP site
and disposal system design, and must also address all the provisions of the compliance criteria;
these needs are embodied in §194.14 of thefinal rule. In the face of uncertainty which remains
about many aspects of the WIPP, EPA believesit is appropriate to allow flexibility to require
additional information. Section 191.14(j) allows the Administrator to exercise discretion and
request such additional information. The EPA bdieves this provision is necessary and prudent,
and has retained it in the final rule.

IssueV: Therequirementsregarding the content of compliance applicationsis overly
detailed and too prescriptive.

1. Let the burden of deciding the scope and depth of information to be included in the
application rest with the applicant. The EPA should not pre-judge the importance of a particular
area of information on the basis of preliminary information. (EEG-A)

2. The proposed rule includes overly prescriptive detail in some areas. (IV-D-76)

Response to Issue 2.V:

Any compliance application must include, at a minimum, basic information about the WIPP site
and disposal system design, and must also address all the provisions of the compliance criteria;
these requirements are embodied in 8194.14 of the final rule. The documentation required in the
compliance criteriais important to enable a rigorous, thorough assessment of whether the WIPP
facility will comply with the disposal regulations.

Issue W: Additional specific information should beincluded in the compliance application,
as described in Section 194.14.
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1. A “waste characterization program” should be added to the WAC and “including a record of
audits and surveillance and results of waste characterization studies.” (SGNM-D)

2. Add the following to 8194.14, “atopographic map showing the surface projection for the
underground facility, the location of abandoned resource wels and WIPP wells, and location of
current and proposed oil/gas exploration wells.” (SGNM-D)

3. Add avisual representation of the penetrated horizons within the 16 section boundary to
§194.14. (SGNM-D)

Response to Issue 2.W:

Many of the comments pertain to information which is aready required to be submitted in an
application because it relates to provisions el sewhere (Subpart C) of the compliance criteria. For
example, the performance assessment provisions require an analysis of activities that occur in the
vicinity of the disposal system prior to disposal and are expected to occur in the vicinity soon
after disposal, including existing boreholes and the development of any existing leases that can
be reasonably expected to be developed in the near future. See §194.32(c) and §194.14. The
final rule requires the submittal of one or more topographic maps showing, among other things,
the location of any active, inactive, and abandoned injection and withdrawal wellsin the
controlled area and in the vicinity of the disposal system (see 8194.14(h)). As noted, any
compliance application must include, at a minimum, basic information about the WIPP site and
disposal system design, and must also address all the provisions of the compliance criteria; these
requirements are embodied in §194.14 of the final rule.

Regarding waste characterization, the final rulerequires that DOE document its waste
characterization, and also implement a system of controlsto confirm that waste is not emplaced
in the disposal system if it does not comply with the limits on waste components established
under 8194.24. Asprovided in thefina rule, EPA intends to use inspections and records
reviews, such as audits, to verify compliance with the waste characterization requirements. For
further discussion of waste characterization, see Section 6 of this document.

Issue X: Change 8194.15(a)(4) to state “ new waste char acterization infor mation.”
(SGNM-D)

Response to Issue 2.X:

Section 194.15(a)(5) of the final rule [8194.15(a)(4) in the proposal] requires DOE to submit
updated documentation on “[a] description of any waste emplaced in the disposal system since
the most recent certification or re-certification application. Such description shall consist of a
description of the waste characteristics and waste components identified in §194.24 . ..." The
EPA does not believe that the language suggested in the comment would serve to further clarify
or elaborate on this requirement.
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Section 3: INSPECTIONS: SECTION 194.21

Issue A: Thescope of theinspection requirements needsto be darified.

1. Thissection ishighly prescriptive and gives EPA inspection authority before an application
has been submitted. (DOE-D, SNL-B, SNL-C)

2. Thissection (8194.21) should be revised to state that inspections will not begin until DOE
submitsits certification application and that the inspections will conform to all site requirements
such as safety, personnel procedures and related ectivities. (1V-D-111)

3. EPA’s authority to conduct sampling, analysis, or monitoring should apply continuoudy.
(NMAG-B, 1V-D-06)

Response to Comments 3.A.1 through 3.A.3:

The Agency must exercise arobust inspection program to guarantee that information, data,
processes, and procedures documented by DOE in any compliance application are complete and
correct. The EPA maintainsits position, as stated in the preamble to the proposed rule, that “its
inspection privileges [must] be broad enough to allow the Agency to inspect activities that may
provide information used to support compliance application(s) and are deemed by the
Administrator or the Administrator's authorized representative to be rdevant to a compliance
certification or determination [60 FR 5770].” For example, the Agency must be able to inspect
and evaluate sources of datathat are used in the performance assessment and data used in DOE's
Waste Acceptance Criteria Thefind rule provides that EPA shall be afforded access at any time
to inspect any area of the WIPP, or any locations performing activities that provide information
relevant to compliance applications.

Currently, it is not the intent of the Agency to perform formal inspections before submittal of a
compliance application. However, in order to facilitate the evaluation of any application, the
Agency may begin an informal inspection process before submittal of theinitial compliance
application. The preamble to the final rule clarifies that inspections will be used to verify the
adequacy of information included in compliance applications.

Section 194.21(d) of the find rule states that the Administrator’ s authorized representatives will
comply with applicable access control measures for security, radiological protection, and
persond safety when performing inspections.

4. EPA does not have the authority of unannounced and unfettered access to a particular location
that may have some remote connection to the WIPP facility. (WEC-D)

5. EPA'srequest to inspect operations directly affecting the WIPP is reasonable. (WEC-D)



6. The Agency’s proposed authority to inspect the WIPP site and locations which generate
compliance-related data should be retained. (NMAG-D, SRIC-G)

7. The requirement that shipmentsto WIPP must be inspected is redundant. (A-34, IV-D-11)

Response to Comments 3.A.4 through 3.A.7:

The rule does not grant EPA authority to inspect locations that have remote connections to the
WIPP facility, nor doesit require that DOE or EPA perform ingpections of all waste shipments to
the WIPP. Thefinal rule does allow the Agency to inspect locations performing activities that
provide information relevant to compliance applications. In addition to allowing EPA access to
such sites, the final rule provides EPA with the right to monitor and measure aspects of the waste
proposed for disposal in the disposal system. Locations for inspections could include, in addition
to the WIPP disposal site, those sites at which waste characterization activities are conducted.

I nspections, including, random, unannounced inspections of WIPP-rel ated activates and records,
will assist EPA in assuring the validity of information used to support compliance applications.
The EPA must have access to such information, regardless of whether it islocated at the WIPP or
at generator or other sites. The provisions alowing EPA authority to inspect rdevant sites has
been retained in the final rule.

8. The EPA must consider the entire environment, not just the borders of the WIPP site. (C-03)

Response to Comment 3.A.8:

The EPA is concerned about the entire accessible environment outside the controlled area. For
thisreason, EPA’ s disposal regulations limit releases of radionudides to the accessble
environment, which includes all those areas, land, water, and air outside the controlled area
containing the WIPP disposal system. In addition, 40 CFR part 191 limits radionuclide
concentrations in any ground water that may be affected by the WIPP, and limits radiation doses
to individuals on the surface of the earth. The Agency does not have the authority under the
disposal regulations to regulate releases from sites associated with (but located apart from) the
WIPP facility. Such releases may be regulated by State agencies or under the Resource
Conservation and Recovery Act (RCRA), but do not fall within the purview of this rulemaking.
However, EPA does believe it isimportant to understand what activities are being undertaken at
these sites if these processes provide or affect information upon which a compliance application
isbased. Therefore, the final rule provides tha EPA has the right to inspect any locations
performing activities relevant to compliance applications, to which the Department has rights of
access. Thisincludes locations such as waste generator sites, which are outside the immediate
borders of the WIPP site.

9. The rule should require EPA to conduct inspections. (NMAG-B)
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Response to Comment 3.A.9:

The EPA is not required to bind itself to doing inspections. The EPA expects that it will conduct
numerous inspections to verify the accuracy and adequacy of information contained in
compliance applications. However, decisions on what and how to audit at facilities related to the
WIPP are within EPA’s discretion as implementing agency for the disposal regulations at the
WIPP. It isimportant that this discretion be retained so that inspections can be conducted
commensurate with information needs. If a given site conducts few activities which provide
i